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Non-invasive Bone GroWb Stimulator 
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The device is intended fbr use  for 1) the treatment of establ ished nonunion liactures acqaired secandtuy to @atuna (excluding 
vertebrae and  flat bone);  and  2) as  an  adjunct to the treatment of lumber spinal firsion surgery frw CM or two Ieveh. 
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Thepei i t ionercoxhcteda&eratmesearchto&sc&tethe+nef~a The  
l iterabae avahbie on  the Non-iwasiu;e Bone orowth stimulator is compreheosive and  e9ta~lislles the be&fits of device use  for 
nonuions aad  as  adjunct to lumbar r&al i&ion. The  litemtore review z&o cstabEshe3 with the device do 
notpresentan wnreasonaMeriskofi l laessorinjmy~ TbeideiMedadveiseeventsare 
defimition of a  sfsious injury and can be addmssed by either terminating or raodifying device usage,~ Wrtber, the failure modes  fo8 
these devices are well-understood, al W ing for the application of Special and  Geneml Controls to provide for a  reasonable 
assumme of safety and  efX&iv-. 
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2t CFR Part 898  Performance Standards for EIectrode had  W ires and  Patient Cables 
IS0 10993: Bioii#cal Evahmtion oEMe$icaI Dwic~r Part I: Evaluation a&d Tksting 
lEC60601-I: MedicalEkct&al~meut,Partt: GemzaIRequ~forSa~ 
IEC 60601-1-2:  Ekctrotmgn&ic cornpahbiility for NIedicdf Equipment: Requi reme~%s and  Tests 
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